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REMARKS 

Claims 8-9 are canceled without prejudice or disclaimer. Applicants reserve the right to 
pursue the canceled claims in one or more continuing applications. 

Claims 10 and 11 have been amended to replace the term "gene" with "nucleic acid." 
New dependent claims 28-45 have been added. The amended and new claims are supported 
throughout the application, e.g., at page 13, lines 5-6 and 14-15; and page 16, lines 1-2. Upon 
entry of this amendment, claims 1-7 and 10-37 will be pending and claims 10, 1 1 and 28-45 will 
be under examination. 

Rejections Under 35 U.S.C. §112, First Paragraph 
Enablement 

Claims 8-11 are rejected because, according to the Examiner, 

the specification, while being enabling for a method for screening for a nucleic 
acid which encodes a polypeptide that converts an inactive form of vitamin D3 
into an active form, does not reasonably provide enablement for a method for 
screening for a gene encoding a polypeptide that converts an inactive form of 
vitamin D3 to an active form, or a method for screening for a gene encoding an 
[sic, a] polypeptide that converts a ligand precursor into a ligand. (Office action, 
paragraph bridging pages 2-3.) 

Claims 8 and 9 are canceled and claims 10 and 1 1 have been amended to recite screening 
a test "nucleic acid" that encodes a polypeptide rather than a test "gene" that encodes a 
polypeptide. This amendment is implicitly supported throughout the entire application. The 
present claims are thus commensurate with the Examiner's acknowledged scope of enablement. 
Accordingly, Applicants respectfully request that the rejection be withdrawn. 

Written Description 

Claims 8-1 1 are rejected as "containing subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that that the 
inventor(s), at the time the application was filed, had possession of the claimed invention." The 
Examiner states: 
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The specification discloses methods for screening for a nucleic acid which 
encodes a polypeptide that converts an inactive form of vitamin D3 into an active 
form wherein the nucleic acid is from human or mouse (i.e., SEQ ID NO: 1, 2 see 
page 16). However, detailed information regarding the structural and functional 
requirements of the gene encoding the polypeptide, as well as structural and 
functional requirements of the encoded polypeptide itself are lacking. (Office 
action, page 5.) 

This rejection has been addressed, in part, by canceling claims 8 and 9 and amending 
claims 10 and 1 1 to recite screening a "test nucleic acid" that encodes a polypeptide rather than a 
"test gene" that encodes a polypeptide. However, the Examiner's implication that there is 
written description for a test nucleic acid from only human and mouse is respectfully traversed. 
For at least the following reasons, a skilled artisan would recognize that Applicants were in 
possession of the full scope of "test nucleic acids" to be screened in the claimed methods. 

The present claims are directed to methods of screening . By definition, agents to be 
tested in a method of screening (in this case, test nucleic acids that encode a polypeptide) are not 
limited to one particular structure or one particular source. Indeed, screening assays are 
routinely claimed in terms of specific "test compounds" where no particular compounds are 
disclosed in the specification, because the invention lies in the steps of the method, not in the 
identity of the compounds that can be run through the screening assay. Here, even more than the 
usual detail is given in the claims, in that the compound to be tested must be a nucleic acid 
encoding a polypeptide . 

A skilled artisan would understand that a "test nucleic acid encoding a polypeptide" 
describes, e.g., nucleic acids found in conventional, art-recognized, routinely available DNA 
libraries, such as cDNA or genomic libraries, from various sources. See, e.g., the specification at 
page 13, lines 21-22, which provides: "Genes are screened from cells or cDNA libraries prepared 
from mRNA isolated from tissues or the like, which are expected to express an objective gene." 
As stated in the Guidelines for the Examination of Patent Applications Under the 35 U.S.C. 
§112, paragraph 1 "Written Description" Requirement (Federal Register, Vol. 66, No. 4, pages 
1099-1 111, Friday, January 5, 2001) (hereinafter "the Guidelines") "[t]he absence of definitions 
or details for well-established terms or procedures should not be the basis of a rejection under 
35 U.S.C. § 1 12, paragraph 1, for lack of adequate written description." Prior to the priority 
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date, libraries of test nucleic acids were well-established and readily available from numerous 
sources, including human, mouse, bovine, cat, chicken, fruit fly, monkey, gorilla, orangutan, 
gibbon, rabbit, rat, and yeast (see ATCC Catalogue of Recombinant DNA Materials, 3 rd edition, 
1993, page 9, copy enclosed). Indeed, the raison d'etre of such DNA libraries is to provide test 
nucleic acids from numerous sources to be screened for various purposes, and this much would 
be understood by a skilled artisan faced with the term "test nucleic acid encoding a polypeptide". 
Given the ready availability of test nucleic acids from numerous species, Applicants' disclosure 
of mouse and human test nucleic acids is fairly representative of the full scope of the term. In 
fact, it would not have been necessary to name any species of animal in order to establish that 
Applicants were in possession of the full scope of the invention. Accordingly, the written 
description requirement is satisfied. 

In light of the foregoing, Applicants respectfully request that the rejection be withdrawn. 

Enclosed is a Petition for Extension of Time along with the required fee. Please apply 
any other charges or credits to deposit account 06-1050. 



Respectfully submitted, 
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Third edition, 1993 
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♦Except for human materials found in the companion 
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